
MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

Date: 

To: 

From: 

Subject: 

February 7, 2000 

Dockets Management Branch (HFA-305) 

Melissa Lamb 
Office of Generic Drugs 

Challenges Facing Generic Drug Approvals in the Next 
Millennium 

This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 908-0308. The following 

is information on the presentation for the Docket records: 

Title of Presentation: 

Presented for: 

Date Presented: 

Presented by: 

Number of Pages: 

Challenges Facing Generic Drug Approvals 
In the Next Millennium 

CBI Forum 

l/24/00 

Douglas L. Sporn 
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0 Staffing/Location Changes 

0 Electronic Regulatory Submissions 

6 Legal/Regulatory 

Scientific Issues 
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Median ANDA Review Cycle (Months) 
(Original Applications & Major Amendments) 

_-_--__-_ _______________-..---------------...------ ____________.-----_-____________________--~~~~-~--~~-~~~ 

___________ _______-_---._. 

I I 
2 _.________________ -------‘- .____.______ --__---_----_--- _____ ----_---------------~-~----~----~~---~-------.-~--.---.. 

0 II II II II II II I/ II II II II II II II II II I1 II II II II II II II I, II I, ,I ,I ll I, I/ I/ I, ,I / 

Jan Apr Jul O&Jan Apr Jul Ott JanApr Jul OctJan Apr Jul Ott Jan Apr Jul OctJan Apr Jul Ott Jan Apr Jul Ott Jan Apr Jul OctJan Apr Jul Ott 
91 I 92 1 93 1 94 1 95 1 96 1 97 1 98 1 99 

-median 
l-Times correspond to actual applications received . The new ANDAIAADA submission policy that went into effect l/1/91 allows certain variations in a drug product 
to be included in a single application. 

2-m September, 1991 the OGD started implementation of the Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. 
AIP time has been subtracted from review time above for the period after 9191. However, before the AIP went into effect, the review of many applications suspected 
of containing fraudulent data were suspended. These suspensions were not recorded in the MIS and are not reflected in the above chart. 



Staffing/Loc$tion Chang 



OGD eersonnel by. Discipline 
Chemistry Reviewers 

FY 99 Ceilina Chanue 
49 +2 

Bioequivalence Reviewers 26 +I 

Project Managers/Technician 15 +4 

Clerical 9 +2 

Labeling Reviewers II +I 

ManagementlAdmin. Support 9 

Microbiologists 4 +I 

Application Examiners 2 

Medical Officer 1 

Computer Specialist 2 

Statistician 1 
-------_-------------------------------------------- w-m-- ----- 

Total 129 140 
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Leadership Changes 

+ New eu 
Science 

+ New ice 0 ric Dru 



. Office of Generic Drugs 
Director 

Douglas L. Sporn 

Deputy Director 
Gary J. Buehler 

I 

Associate Director 
for Medical Affairs 

Mary Fanning, M.D. 

Associate Director 
for Chemistry 

Frank. Holcombe, Ph.D. 

I 
I 1 

Division of Labeling 
and Program Support 

Director 
Robert West 

‘Deputy Director 
W. Peter Rickman 

Division of Chemistry I 
Director 

Rashmikant Patel, Ph.D. 

Deputy Director 
Allen Rudman, Ph.D. 

Division of Chemistry II 
Director 

Florence Fang 

Deputy Director 
Vilayat Sayeed, Ph.D. 

Div. of Bioequivalence 
Director 

Dale Conner, Pharm.D 

Deputy Director 
Rabindra Patnaik,Ph.D 



Center for Drug Evaluation and Research 

Office of h~r~~e~u 
Helen N. Winkle, Actng Director 
Eric Sheinin, Ph.D., Actng Deputy I 

I 

Office of New Drug 
Chemistry 

Yuan-Yuan Chiu, 
Ph.D. Actng 1 

I 

1 y&r-biology 1 

I- 

Division of 
Bioequivalence 

Division of 
Labeling & 
Program 
Support 

I 

Office of Clinical 
Pharm. and 

Biopharmaceutics 
Larry Lesko, Ph.D. 

I- 

i 

James MacGregor, 
Ph.D. 
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b Currently accep uival 
&C 

b Achieve format of p ess ar 
-PDFa d data 
All components of an DA by 
FY2000 

c By end of FY 2002, D s, ann 
reports, registration 





Pending Citizen Petitions & 
.Lawsuits 

Number of Pending Petitions 
Needing OGD Input 22 (14) 

(5) 
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Active Citizen Petitions and 
Lawsuits 

Topic Petitions 
P. IV Internet 

Parenteral Drugs d 

Phenytoin . 
Propafenone 
Propof~l 

Lawsuit 

Suitability Petition d 
Terazosin 



Regulatory/Legislative 

+ Proposed 180,Day Exclusivity 
Regulation 

+ State Legislative Efforts: NTI Drugs 
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New Wrinkle. l l 

- Dylan ve FDA, 2000 P .: .* x g 
‘/_ tp $ $y $ : ,% ,” 
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